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§225.35

unsafe additives in feed components or
medicated feed.

(6) All equipment shall be designed,
constructed, installed and maintained
so as to facilitate inspection and use of
cleanout procedure(s).

§225.35 Use of work areas, equipment,
and storage areas for other manu-
facturing and storage purpose.

(a) Many manufacturers of medicated
feeds are also involved in the manufac-
ture, storage, or handling of products
which are not intended for animal feed
use, such as fertilizers, herbicides, in-
secticides, fungicides, rodenticides, and
other pesticides. Manufacturing, stor-
age, or handling of nonfeed and feed
products in the same facilities may
cause adulteration of feed products
with toxic or otherwise unapproved
feed additives.

(b) Work areas and equipment used
for the manufacture or storage of medi-
cated feeds or components thereof shall
not be used for, and shall be physically
separated from, work areas and equip-
ment used for the manufacture of fer-
tilizers, herbicides, insecticides, fun-
gicides, rodenticides, and other pes-
ticides unless such articles are ap-
proved drugs, indexed drugs, or ap-
proved food additives intended for use
in the manufacture of medicated feed.

[41 FR 52618, Nov. 30, 1976, as amended at 72
FR 69120, Dec. 6, 2007]

Subpart C—Product Quality
Control

§225.42 Components.

(a) A medicated feed, in addition to
providing nutrients, is a vehicle for the
administration of a drug, or drugs, to
animals. To ensure proper safety and
effectiveness, such medicated feeds
must contain the labeled amounts of
drugs. It is necessary that adequate
procedures be established for the re-
ceipt, storage, and inventory control
for all such drugs to aid in assuring
their identity, strength, quality, and
purity when incorporated into prod-
ucts.

(b) The receipt, storage, and inven-
tory of drugs, including undiluted drug
components, medicated premixes, and
semiprocessed (i.e., intermediate pre-
mixes, inplant premixes and con-
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centrates) intermediate mixes con-
taining drugs, which are used in the
manufacture and processing of medi-
cated feeds shall conform to the fol-
lowing:

(1) Incoming shipments of drugs shall
be visually examined for identity and
damage. Drugs which have been sub-
jected to conditions which may have
adversely affected their identity,
strength, quality, or purity shall not
be accepted for use.

(2) Packaged drugs in the storage
areas shall be stored in their original
closed containers.

(3) Bulk drugs shall be identified and
stored in a manner such that their
identity, strength, quality, and purity
will be maintained.

(4) Drugs in the mixing areas shall be
properly identified, stored, handled,
and controlled to maintain their integ-
rity and identity. Sufficient space shall
be provided for the location of each
drug.

(5) A receipt record shall be prepared
and maintained for each lot of drug re-
ceived. The receipt record shall accu-
rately indicate the identity and quan-
tity of the drug, the name of the sup-
plier, the supplier’s lot number or an
identifying number assigned by the
feed manufacturer upon receipt which
relates to the particular shipment, the
date of receipt, the condition of the
drug when received, and the return of
any damaged drugs.

(6) A daily inventory record for each
drug used shall be maintained and shall
list by manufacturer’s lot number or
the feed manufacturer’s shipment iden-
tification number at least the fol-
lowing information:

(i) The quantity of drug on hand at
the beginning and end of the work day
(the beginning amount being the same
as the previous day’s closing inventory
if this amount has been established to
be correct); the quantity shall be deter-
mined by weighing, counting, or meas-
uring, as appropriate.

(ii) The amount of each drug used,
sold, or otherwise disposed of.

(iii) The batches or production runs
of medicated feed in which each drug
was used.

(iv) When the drug is used in the
preparation of a semiprocessed inter-
mediate mix intended for use in the
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